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afrr ^i ft < i k ^re trre TT fti T ^ 

(*ur*«rfawT) 

arftRjwrr 

1^#, 4 HW»K, 1999 

Wo^TToftlo 753(31).—1945W3faTRTfrreRR^%fal 4 4? fi PI4 pH^’ WlgF'gRSR 

3fref^3^iiwiremgt3iftrt^, i940 (i940^23)^«imi2 3^tiro33'^3T^^n3^’TRrT'iTreiR%^rTm aftrqfrim 

!+)H1 u 1 H^lltH’M ( WR®I faMTR) Rft STftrcjRRTRo UToWofto 243(3?) HRfts 5 wfa, 1999%3?#T TO^?W?3???ItW'?I T I 
II, 75^ 3, W3T ( i) 1Tjfft5 5 3?$?T, 1999 %?S 1 2 W TOlftm ftER? RRT gTTf^PH^f 3R Rift sq ftKl4 f $ ffrr%T3Rft WTTfccT 

r w?t «ft, rnftar R ftrtreft ~3TyrT -grftrg^TT ttsp??! -qft- -qfepit ^ t^tt gff, 3d i fcH? for Rfr 

3reftj Rft TTRlft?T % ^ Sfl^r 3?ft 15?re tip) Rg if; 

&f[t 34d RWT3 4>) uftrei, 6 3T^cl, 1999 R?t «i*icii R?t *h<H **T 4RT <tt R^ *f¥; 

3flT $RftR RRhlt ^ RRRRTF'? ftrtptf % lt*m 3 WTR? il WIT 3?T#Rf 3f|T ^5Traf w ftRR RR frTRT t; 

3?R: 3R, %R(tR RRFK, RRR 3?ftrftTRR R>t RRT 12 3fa RRT 33 3RT WR? RftmRt RiT RRtR writ 3?hftr 
HWfWt HMIRilt Rt^ ^ WTTf RR^ % R7RR( affafa 3lk RRTRR RTRlff fRRR, 1945 W 3tk RRtRR % %R 

f-iHftrftw IwmwTmtt, arerf^:— 

1. (1) ^-f^WRf^RTR3fhlftT3fa-sr^ (W[*f RRfaR) ft?RR, 1999 ^ I 
(2) -it TTSm 3 WbIRR R?t ITririsr 3 TF?R ^ I 

2 . afarfa afri rrtrr mitt ftm, 1945 3,— 

(R?) ftm 127 %RlP?RR (1) 3, Ri? 3 % FtFRR TR ^ RstftlR RTR 1 3, RlRtf 3, RifaRK TR "irrr”, 

“aror-ei”^ “wmiWT^"tHf cmrwm)TfwffeRT-srf*rf%^* tsft f*wmwixcnri 


3256 Gl/99 


(I) 
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Oa) 

(i) Wq83, ‘‘XXIII-TraMfaRFMRftR'’ %T*IFfRT 11 0210-fafa<Rl 04-Ffar 

RflRR, 104-Rfcf afR^qfaT” afar 3?R X# j 

(ii) M 8^ 3?R TJF? 12 3 "080-R^W f^pFcHI RitR" afaf 3fa RS$ % WH XT W W ^ SUrT t "0210- 
faffa^Hi afa^rfar r*i**zi, 04-tiFfrr**r, KM-Rfarafa^qfar" afarafa; wn^'5mt i ti 

(R) 3^+jtA R ^t, shH 27 RR^ ufafafaf %RTRI^ffaRfarffaR 3FR:RRffa fai'Hl 'Hl^ll, : — 

afafa RTT rfa ^ Rlt -rftRT Rif 

‘‘28 rt^rt^ firiRP sn^.Rt. (sRpjfan) 3#m% spana 4 afa tr% 3Rffa rrtrrh faRfa %rrrr fan% 

<lR Ref % STWJtfl'i Jy, faRTR 3FJ5lffa aiRRfa 3lfa R?I 3pt8IT % 
rut rirtr faftmFR afmfR faf-wW a^urfai % afafa fapififa ^ i ” 


00 3Tg^R-1 ^ M 3ffaftl%^R>fa%3nRnt''#far%3PfaTRR “■f^Rlt^FIR'g^^TO” 3fft RRR* RRftjR 



3FR:TRTffar faSRT RTORI, 3T*rf^ :— 



[R. T9R-11014/3/98-^t°RR°RR° RT5 RfoRRioTro] 


■3(o^to3lKo v(Rl9l FIR, 3iRiR<*d RffaR 


TIT f^xqijfl ;—TpfaRRRToRRofao TOH?T. 28-10/4$-TR( 1) Rlfag 21-12-1945 5TCI Wlftm ftfT^RR «f sfRT^f aiffaR 
RRR° RT°RJToft o 704(R) cTlffal 20-10-99%T?RRtffaRfalRIRR1 RT 11 -S-1997 RR>WRRtfaRT affaR 3?R 
RRTRR RlRlft faRR, 1945, RTO*R 3fa Rffarc RTRRIR ifaFrTR (R5TR!R 1*WD % affaR afft RRTRR RIRlft 
SlfafaRR, 1940 (Rto^to-aftoT^oT^Ro-61) RT?f 'HRJTVR 3 3Rlf*fe f I 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 4th November, 1999 

G.S.R. 753(E). —Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was 
published, as required by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), at page 2 in the Gazette 
of India, Extraordinary Part IT, Section 3, Sub-section (i) dated the 5th April, 1999 under the notification of the Government 
of India in the Ministry of Health and Family Welfare (Department of Health), No. GSR 243 (E) dated the 5th April 1999 
inviting objections and suggestions from all persons likely to be affected thereby, before the expiry of a period of forty 
five days from the date on which the copies of the Official Gazette containing the said notification were made available to 
the public; 

And whereas copies of the said Gazette were made available to the public on 6th April, 1999; 

And whereas objections and suggestions received from the public on the said draft rules have been considered by 
the Central Government; 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the said Act, the Central Government 
after consultation with the Drugs Technical Advisory Board hereby makes the following rules further to amend the Drugs 
and Cosmetics Rules, 1945, namely :— 

1. (1) These rules may be called the Drugs and Cosmetics (4th Amendment) Rules, 1999. 

(2) They shall come into force on the date of their publication in the Official Gazette. 
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2, In the Drugs and Cosmetics Rules, 1945,— 

(a) in rule 127, in sub-rule (1), in item (3) in Part 1, relating to Coal Tar colours, in the Table the colours “Green 
S”, “Amaranth” and “Fast Red E” and the entries relating thereto shall be omitted; 


(b) in Schedule A,— 

(i) in Form 8, for the figures and words “XXIII—Medical—Miscellaneous—fee”, the figures and words 
“0210—Medical and Public Health, 04—Public Health, 104—Fees and Fines” shall be substituted; 

(ii) in Form 8 A and in Form 12, for the figures ana words “080—Medical—Miscellaneous-—fee”, where they 
occur, the figures and words “0210—Medical and Public Health, 04—Public Health, 104—Fees and Fines’* 
shall be substituted; 

(c) in the Schedule K, after serial Number 27 and the entries relating thereto the following shall be inserted, 
namely :— 

Class of drugs Extent and conditions of exemptions 

“28. White or Yellow Petroleum Jelly I.P. The provisions of Chapter TV of the Act and the rules made 

(Non-perfumed) thereunder which require them to be covered by a sale licence 

subject to the condition that such a product has been manufac¬ 
tured under a valid drug manufacturing licence.”; 


(d) in Schedule P-1, under the heading “Pack sizes of Drugs”, after the item “Vitamin A Oral Drops” and the 
entries relating thereto, the following shall be inserted, namely :— 


1 

2 

3 

“Co-trimoxazole 

Suspension 

50 ml. 

Haloperidol 

Oral Solution 

15 ml. 

Loxapine 

Oral Liquid Concentrate 

15 ml” 


[No. X-l 1014/3/98-DMS & PFA] 
J.V.R. PRASADA RAO, AddL Secy. 


Footnote Principal Rules were published vide No.F.28-10/45-H(l)dated21-12-1945and last amended vide No. 

GSR 704(E) dated 20-10-99. The Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 is contained 
in the publication of the Ministry of Health and Family Welfare (Department of Health) containing the 
Drugs and Cosmetics Act, 1940 (PDGHS-61). 
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